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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed in 
the United States before the invention by the applicant for patent or (2) a patent granted on an application for patent 
by another filed in the United States before the invention by the applicant for patent, except that an international 
application filed under the treaty denned in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United States and was 
published under Article 21(2) of such treaty in the English language. 

2. Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by U. Patent No. 
6,592,625 to Cauthen. 

Cauthen discloses a biocompatible seal device comprising: a solid sheet (20,22), the 
sheet having a protruding portion configured to fit in an opening in a disk annulus (14); 
wherein the protruding portion is substantially circular (FIG. 4B); wherein the sheet is 
substantially pliable (FIGS. 11A-1 ID); wherein the sheet includes a radiopaque material 
(Column 5, lines 19-40). 



3. Claims 13-16 are rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent No. 

6,007,562 to Harren et al. 

Harren discloses a biocompatible seal device comprising: a sheet (19), the sheet 
having a first surface portion contoured to cover an opening (102) and a second surface 
portion wherein the sheet is; wherein the sheet is substantially pliable; wherein at least a 
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portion of the sheet is received into the opening (FIG. 6); wherein the sheet includes a 
radiopaque material. 

Regarding the limitations " contoured to align with the exterior surface of the spinal 
disk" and "composed of a material which inhibits the postoperative migration of surgically 
introduced bone morphogenic protein into surrounding tissue", these limitations do not add 
any structure to the device as claimed. The device of Harren is capable of performing these 
functions as claimed since it is a pliable seal device that could conform to the shape of tissue 
surrounding the puncture. 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

5. Claims 6-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cauthen e 625 in 
view of US PG-PUB 2002/0123750 to Eisermann et al. 

Cauthen discloses a method of surgery, the method comprising: resecting a posterior 
lateral herniation in a spinal disk annulus; forming an opening in the annulus in a posterior 
lateral location (Column 2, lines 29-57); sealing the opening with a biocompatible seal 
wherein the seal is positioned to cover the opening (FIGS. 7A-8B); wherein sealing the 
opening includes positioning a protruding portion of the seal into the opening (FIG. 8B). 
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Cauthen discloses the claimed invention except for introducing a bone morphogenic protein 
into the opening. Eisermann teaches that bone morphogenic proteins are used in implants 
in order to induce the formation of bone (Paragraphs 0014-0015 and 0038). It would have 
been obvious to one having ordinary skill in the art at the time the invention was made to 
provide the method of Cauthen with the step of introducing bone morphogenic protein 
since it is known in the art to use bone morphogenic protein to induce the formation of 
bone. 

6. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cauthen '625 in view 
of U.S. Patent No. 5,868,745 to Alleyne. 

Cauthen discloses the claimed invention except for the device being prepared in a 
color different than the viscera and skeletal tissue. Alleyne teaches that surgical devices may 
be provided in contrasting colors to differentiate them from the surrounding tissue. It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide the device of Cauthen with a contrasting color in order to differentiate the 
device from the surrounding tissue. 

7. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cauthen c 625 in view 
of Eisermann et al. 750 as applied to claims 6-11 above, and further in view of Alleyne 745. 

Cauthen, as modified, discloses the claimed invention except for the device being 
prepared in a color different than the viscera and skeletal tissue. Alleyne teaches that surgical 
devices may be provided in contrasting colors to differentiate them from the surrounding 
tissue. It would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to provide the device of Cauthen, as modified, with a contrasting color 
in order to differentiate the device from the surrounding tissue. 

8. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Harren et al. 

'562 in view of Alleyne 745. 

Harren discloses the claimed invention except for the device being prepared in a 
color different than the viscera and skeletal tissue. Alleyne teaches that surgical devices may 
be provided in contrasting colors to differentiate them from the surrounding tissue. It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide the device of Harren with a contrasting color in order to differentiate the 
device from the surrounding tissue. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jessica R. Baxter whose telephone number is 571-272-4691. The examiner can 
normally be reached on M-F 8:30AM - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Eduardo Robert can be reached on 571-272-4719. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-directuspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Jessica R Baxter 
Examiner 
Art Unit 3733 




